CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: NDA 19777/S2
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i CHEMIST'S REVIE!I. " 1. ORGANIZATION 2. NDA NUMBER
[¢£] mcog::yémngguwﬂ n'o‘..: :.’8 x 1335 papes. HFD-110 19-777 R
3. NAME AND ADDRESS OF APPLICANT (City and State) 4. AF NUMBER
Stuart Pharmaceuticals 7-612
o ICI Americas Inc. . s. SUPPLEMENT (S)
Wilmington, DE 19897 . A  NUMBER(S) DATE(S)
— 6. NAME OF DRUG - - 7. NONPROPRIETARY NAME ,
Zestril Tablets Lisinopril L S002 9/9/88

8. SUPPLEMENT{S) PROVIDES FOR:
blister packaging update.
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9. AMENDMENTS AND OTHE
‘(Reports, etc,) DATES B |

$0. PHARMACOLOGICAL CATEGORY 11, HOW DISPENSED 2. RELATED I1ND/NDA/OMF(SH
Antihypertensive 7
KR mx [ ore
13. DOSAGE FORM (S) 14.POTENCY (ie)
TCM 5, 10 and 20 mg
15. CHEMICAL NAME AND STRUCTURE ) 16. RECORDS AND REPORTS
CURRENT
- CJves CwNo
T REVIEWED

O ves Cwno
17. COMMENTS -

18. CONCLUSIONS AND RECOMMENDATIONS

APPROVAL IS RECOMMENDED,

-‘;’ 19,

REVIEWER .
NAM;ames H. Short ”—Q‘fe = 77— | DATE COMFLETED
L : | ( /S/ ___SEP 16 988
DISTRIBUTION B oriGiNAL JACK L/ rEVEwER '

- rfa‘ L_J uVISION FILE
FORM FDH 2246 (7/75) PREVIYUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED,




